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Dear Dr. Vincent-I;alquct: 

The Supplement to your Product I,iccnse Application for Hucmophilus b Conjugate Vaccine 
(‘I’ettinus Toxoid (1onjugut.c) lo include reconstitution with Diphtheria and Tetanus Toxoids and 
AcclIulur Pcrtussis Vaccine hdsorbcd (IITeP) manuP~cturcd by Connaught Laboratories, 
Jncorporirted (CJ,I) fhr immunization of I S- 18 month-old children, has been approved. 

Tlacmq~hilus b Conjugate Vaccine (‘l’ctanus Toxoid Conjugate) combined with DTaP by 
rcconstilution is to bc administered immcdiatcly (within 30 minutes) after rcconstilution. 
Vaccine not used within 30 minutes after reconstitution should bc discarded. Any quest to 
extend the time between reconstitution and administrarion would rcquirc the submission of 
additional physical-chemical und clinical slubility data in the form of h Supplement lo your PLA. 

I’llis informalion will bc included in your Product License Application file. 

Any change in the supplier of the liccrlsed Diphtheria and ‘l’ctanus ‘I’oxoids and Accllular 
Pertuss& Vaccine Ad:orbcd, or in the manulkcturing, testing, packaging or labeling of tither e >-- 
product or in the manufacturing fucilitics will reyuirc submission of a Supplement to either your 
product or establishment license application for our review ;nnd written approval prior to 
implementalion. Any such changes which may &fecl s&ty, purity and potency of the product 
when combirlcd with CJ,I DTnT’ through rcconstitulion should also be reported simultarleously to’ 
Connuughl ‘IJaboratorics, Inc., the licensed manufacturer of Diphtheria and ~Tc~anus Toxoids and 
Pertussis Vaccine Adsorbed. 

lJlcase submit three topics of final printed labcling :lt the time ol’use arld include port II of the 
label transmittal form with completed implementation information. In addition, please submit 
three topics of the introductory advertising and promolionr~l labcling. You may wish to submit 
the proposed materials in d&I form with a form 2567 10 the Ccnrer for Biologics Evaluation and 
Research, Advcrlising and Promotional T,abcling StalT; lll;M-202, 1401 Rockville Pike, 
Rockvillc, MD 20852-1448. Promotional claims should bc consistent with, and not contrary to, 
approved Itlheling. No comparative claims or claims oi’ superiority over other similar products 
should be made unless data t.o support such claims arc suhmittcd to and approved by the 
Ccntcr for I3iulogics Evaluation and Research. 
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11 is rcquestcd that adverse expericnccs for Naemophilus b Conjugate Vac~inc (Tetanus Toxoid 
Conjugate) submitted in accordance with the advcrsc experience reporting requirements for 
iicenscd biological products pursuant to Title 21 ofthe Code of’Fedcra1 Regulations Part 600.80 
and that distribution rcporls bc submitted as described in 21 CFR part 600.81 Since your product 
is characterized :t’; a vaccine, these reports should bc submitted to the Vaccine Advcrsc Event 
ReporGng System (VAERS) using the pre-addressed form VAFRS-1. 

Sincerely yours, 

M. Carolyn Harde’&ee, M.D. 
I)irNol 
Office of Vaccines 

Research and Rcvicw 
Center for Biologics 

Evaluation and Kcscarch 

cc: Howard R. Six, Ph.D. 


